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DETAILED ACTION 

Claims 38 and 47-53 are pending. Claims 38 and 47-53 are under consideration. 

Priority 

This application is a CON of application 09/154354 (9/17/1998) which claims 
benefit of provisional application 60/059195 (9/18/1997) under 35 USC 119(e). 



Maintained Claim Rejection 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 38, 47-48, 50-53 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US Patent 4,569,937 (Baker et al) and Swingle et al (Drugs Exptl. 
Clin. Res. Vol. X(8-9) (1984) pages 587-597) and/or Rabasseda. (Drugs of Today Vol. 
32, No. 5 (1996) pages 365-384). This rejection maintains the reasons set forth in the 
previous Office action. 

Response to Arguments 
Applicant argues: (i) the transitional phrase "consisting essentially of set forth in 
claim 38 is closed language; (ii) the Baker reference teaches away from the claimed 
invention. 

Applicant's arguments have been considered but they are not persuasive. 
In regard to "consisting essentially of being closed language, according to MPEP 
21 13.03, absent a clear indication in the specification or claims of what the basic and 
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novel characteristics actually are, the phrase "consisting essentially of will be construed 
as equivalent to "comprising." 

Applicant argues, see p 4 (3/31/2006) that the claim excludes any analgesic 
compounds not recited and is limited to only the two recited compounds (nimesulide 
and oxycodone, or their respective salts). However, the claim does not explicitly state a 
limitation concerning only two active ingredients. Therefore applicant argues limitations 
not found in the claims. 

Although the claims are interpreted in light of the specification, limitations from 
the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 
USPQ2d 1057 (Fed. Cir. 1993). 

Futhermore, it is noted that the abstract uses the phrase "a pharmaceutical 
composition, comprising a combination of a dose of nimesulide or a pharmaceutical^ 
acceptable salt thereof and a dose of oxycodone, or a pharmaceutical^ acceptable salt 
thereof." 

Therefore, the transitional phrase "consisting essentially of is construed as 
equivalent to comprising (open) due to lack of clarity in the claims and specification. 

Applicant argues, see p 5-6 (3/31/2006), that the Baker et al reference would 
discourage one of skill in the art from using nimesulide with oxycodone, based on two 
quotations from Baker et al concerning the advantages of ibuprofen combined with 
narcotic analgesics. Applicant surmises that Baker et al teaches away from the claimed 
invention, namely combining the NSAID nimesulide with the narcotic oxcodone. 
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However, Applicant's attention is respectfully invited to column 1, lines 23-25, 
where Baker et al explicitly state "This patent discloses that the analgesic effect of the 
combination of a selected NSAID and a selected narcotic analgesic is greater than for 
either alone." 

Thus, Baker et al teach that the entire genus of NSAIDs plus narcotic analgesics 
as providing beneficial analgesia. Ibuprofen represents a preferred embodiment for 
Baker et al and according to MPEP 2123 II, "disclosed examples and preferred 
embodiments do not constitute a teaching away from a broader disclosure or 
nonpreferred embodiments." Applicant cites case law (3/31/2006 p6) in that the 
Examiner cannot "pick an choose among the individual elements of assorted prior art 
references to recreate the claimed invention..." as found in SmithKline Diagnostics, Inc. 
v. Helena Laboratories Corporation, 859 F.2d 878, 887 (Fed. Cir. 1988). However, 
Applicant will respectfully note, said case citation continues, "...Helena [i.e. Examiner] 
has the burden to show some teaching or suggestion in the references to support their 
use in the particular claimed combination" The Examiner submits that aforementioned 
quotation of Baker et al provides a suggestion to use the combination of nimesulide with 
oxycodone. 

Applicant argues, see p6 (3/31/2006) that the principle of operation would 
change when substituting the nimesulide of Swingle et al or Rabuseda for the NSAID in 
Baker et al. 

However, both ibuprofen and nimesulide are anti-inflammatory compounds, 
specifically inhibitors directed against the enzyme COX2, involved in prostaglandin 
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synthesis, facts well recognized in the prior art. Thus both ibuprofen and nimesulide 
operate under the same principle. Therefore, the substitution of nimesulide for ibuprofen 
per Baker et al in view of Swingle et al or Rabasseda, rather than altering the principle 
of operation, represents substituting equivalents known for the same purpose, yet 
another basis for obviousness according to MPEP 2144.06. 

As set forth In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 
1980), it is prima facie obvious to combine two [or more] compositions, each of which is 
taught by the prior art, in order to form a third composition to be used for the very same 
purpose (i.e. pain management or analgesia). 

In summary, Baker et al does not teach away from the claimed invention. The 
instant claimed combination of nimesulide plus oxycodone would be obvious per Baker 
et al in view of Swingle or Rabasseda based on three criteria including combining 
equivalents known for the same purpose, substituting equivalents for the same purpose 
and one of skill in the art would have been motivated to used nimesulide due to its 
improved gastrointestinal tolerance (as covered in the last Office Action). 

Claim 49 is rejected under 35 U.S.C. 103(a) as being unpatentable over Baker et 
al (US patent 4,569,937), Swingle et al. and/or Rabasseda as applied to claims 38, 47- 
48, and 50-53 above, and further in view of Oshlack et al. US Pat. No. 5,472,712 
(12/95) or Oshlack etal. US Pat No. 6,294,195 (9/01: effectively filed 10/93 or earlier). 
This rejection maintains the reasons set forth in the previous Office action. 
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Applicant argues that the Oshlack references do not cure the deficiencies of 
Baker et al in view of Swingle et al or Rabasseda. 

Applicant's arguments are insufficient to disregard Baker as a pertinent 
reference. The reference of Baker does not teach away from the claimed invention as 
described above. 

Conclusion 

Claims 38 and 47-53 stand finally rejected. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher M. Gross whose telephone number is 
(571)272-4446. The examiner can normally be reached on M-F 9-5:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on 571 272-4517. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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